Message

From: Sinks, Tom [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=001007B7D256453A8A19B91DF704E22C-SINKS, TOM]
Sent: 3/19/2018 6:27:56 PM

To: Yamada, Richard (Yujiro) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=4c34a1e0345e4d26b361b5031430639d-Yamada, Yuj]
Subject: FYI - NIH policy re certificates of confidentiality

Not certain | shared this with you but it is also relevant to aspects of the HONEST ACT

Certificates of Confidentiality for I
'unded Researcl

NIH awardees no lopger have to apply for a CoC,

Per Section 2012 of the 21 Century Cures Act as implemented in the 2017 NIH Certificates of Confidenniality
Policy, all ongoing or new research funded by NIH as of Diecember 13, 2016 that is collecting or using

identitiable, sensitive information is automatically issued a Coll. Compliance requirements are outlined in the
PIH Grants Policy Statement, which is a term and condition of all NiH awards.

This policy apphies to NIH funded:

s {aranty

s Cooperative Agreements

s RED Contracts

e  (ther Transaction Awards

s D3 own intramursl research

ow do I know ifmy N
CoC?

{unded research project is covered by a

Research in which identifiable, sensitive information is collected or used, including research that

« Meets the defimtion of human subjects research, including exempt research i which subjects can be
identified
s 15 collecting or using human biospecimens that are identifiable or that have a risk of being dentifiable
« Involves the generation of individual level human genomic data
»  Involves any other information that might identify a person
I your research meets any of the above critenia then your research data or information s automatically
profected by a CoC from NIH

/hat does having a CoC mean [ need to do?
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I, Researchers with a CoU may ONLY discloese identifiable, sensitive information in the following
circumsiances:
o if required by other Federal, State, or local faws, such as tor reporting of communicable discases
» it the subject consents; or
o for the purposes of scientific research that 1s compliant with human subjects regulations
2. AND vou must ensure that anvone who is conducting research as a subawardee or receives a copy
of identifiable sensitive information protected by the policy understand they are they are alse
subject to the disclosure vestrictions, even if they are not funded divectly by NIH.

How do [ document that | have a CoC for my NIH funded
Research?

NIH will no longer issue a physical certificate. You may pomt to your Notice of Award and the NIH Grants
Policy Statement as documentation of the Coll protection.

ill I ever need to extend or amend my CoC?7

your MiH-funding will or has ended but the collection of new data from research participants will continue
without NIH-funding vou will need to apply for a CoC for continuity of protections using the Coll application
system. I your NIH funding will or has ended but vour study has completed all enrollment and data collection,
there 1¢ no need fo extend the Certificate. Sensitive, identifiable research information maintained by
mvestigators during any time a Certificate is in effect, is protected permanently.

Where can | learn more?

Read the 2017 NIH Certificates of Confidentighity Policy.

ave a CoC Question?

P

Please address vour inquinies to) NIH Office of Extramural Research: NIH-CoC-Coordinator@mailmbgov

Thomas Sinks, Ph.D.

Director, Office of the Science Advisor
Environmental Protection Agency

1200 Pennsylvania Ave NW

Room 41251 RRB, MC 8105 R

Washington DC, 20460

office: (202) 564-3099 mobile: (404) 226-6288

7

email: sinkstom@enagoy
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